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of patients with M classification of ‘1’) will be 



All AEs ticked by the investigator to be IRR’s on the AE form



Conjunctivitis

Conjunctivitis bacterial

PT: Conjunctivitis viral

of SAEs, AEs leading to death, AEs leading to discontinuation, AEs with CTCAE grade≥3, AEs leading to 

CTCAE grade of an AE is missing, it will be assumed to be ≥3, and where the relationship 

AEs with CTCAE grade≥3, 

safety signals (CTCAE grade ≥ 3)



CTC grade and investigator’s assessment of 
clinical significance, and in addition a separate listing of Grade ≥3 results will be produced.
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Schimer’s Tear Test
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e central reading, and the investigator’s 

9.7.1 Pharmacokinetic Concentrations 

Geometric CV = √(exp[σ2] –

where σ2 is the variance of the log transformed values.



should be set to “missing”. If 

from WNL

from WNL

Calculated as Σ[(ci + ci 1)(ti – ti

from WNL



t+ Clast/λz,

and λz is the terminal elimination rate constant, 

from WNL

If Rsq ≤ .80 or 

–

Calculated as ln(2)/λz, expressed in time units. If Rsq ≤ .80 then 

λz 

retain λz and associated 

If Rsq ≤ .80 then 
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TABLES
Table 14.1.1.1B Patient Disposition by Cancer Type and 

Dose Regimen
(All Enrolled Patients)

Table 14.1.1.2B Enrollment by Center and Cancer Type
and Dose Regimen 

(All Enrolled Patients)

Table 14.1.1.3B Significant Protocol Deviations by 
Cancer Type and Dose Regimen

(All Enrolled Patients)

Table 14.1.1.4B Patients Remaining on Treatment by 
Cycle, Cancer Type and Dose Regimen

(All Enrolled Patients)

Table 14.1.2.1B Demographic Characteristics by Cancer 
Type and Dose Regimen

(Full Analysis Set)

Table 14.1.3.1B Medical History by Cancer Type and 
Dose Regimen

(Full Analysis Set)

Table 14.1.3.2B History of Cancer by Cancer Type and 
Dose Regimen

(Full Analysis Set)

Table 14.1.3.3B Disease Stage by Cancer Type and Dose 
Regimen

(Full Analysis Set)

Table 14.1.3.4B Demographics Histology and 
Histological Grade by Cancer Type and 
Dose Regimen

(Full Analysis Set)

Table 14.1.4.1B Prior Medications by Cancer Type and 
Dose Regimen

(Full Analysis Set)

Table 14.1.4.2B Prior Cancer Therapies by Cancer Type
and Dose Regimen

(Full Analysis Set)

Table 14.1.4.3B Number of Prior Lines of Cancer 
Therapies by Cancer Type and Dose 
Regimen

(Full Analysis Set)

Table 14.1.4.4B Concomitant Medications by Cancer 
Type and Dose Regimen

(Full Analysis Set)

Table 14.1.4.5B Concomitant Medications on or After 
Last Infusion by Cancer Type and Dose 
Regimen

(Full Analysis Set)

Table 14.1.4.6B Pre



Cancer Type and Dose Regimen
(Full Analysis Set)

Table 14.1.5.1B Extent of Exposure by Cancer Type and 
Dose Regimen

(Full Analysis Set)

Table 14.1.5.2B Duration of Infusion (minutes) by Cycle,
Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.2.1.1B Summary of Tisotumab Vedotin 
(HumaxTFADC) Plasma 
Concentrations (ng/mL) by Cancer Type
and Dose Regimen

(PK Analysis Set)

Table 14.2.1.2B Summary of Nonconjugated HuMaxTF 
Plasma Concentrations (ng/mL) by 
Cancer Type and Dose Regimen

(PK Analysis Set)

Table 14.2.1.3B Summary of MMAE Plasma 
Concentrations (pg/mL) by Cancer Type
and Dose Regimen

(PK Analysis Set)

Table 14.2.1.4B Summary of Tisotumab Vedotin 
(HumaxTFADC) Plasma 
Pharmacokinetic Parameters by Cancer 
Type and Dose Regimen

(PK Analysis Set)

Table 14.2.1.5B Summary of Nonconjugated HuMaxTF 
Plasma Pharmacokinetic Parameters by 
Cancer Type and Dose Regimen

(PK Analysis Set)

Table 14.2.1.6B Summary of MMAE Plasma 
Pharmacokinetic Parameters by Cancer 
Type and Dose Regimen

(PK Analysis Set)

Table 14.2.2.1.1B Summary of Best Overall Response 
(Investigator Assessment) by Cancer 
Type and Dose Regimen

(Full Analysis Set)

Table 14.2.2.1.2B Summary of Best Overall Response 
(Investigator Assessment) by Cancer 
Type, TF Expression and Dose Regimen

(Full Analysis Set)

Table 14.2.2.1.3B Summary of Best Overall Response 
(Investigator Assessment) by Cancer 
Type, ADA and Dose Regimen

(Full Analysis Set)

Table 14.2.2.1.4B Summary of Best Overall Response 
(Investigator Assessment) by Cancer 
Type, Reponse to Last Prior Therapy 
and Dose Regimen

(Full Analysis Set)

Table 14.2.3B



CA 
125 by Dose Regimen

(Full Analysis Set)

Table 14.2.5.1B Summary of Change in Sum of Lesion 
Measurements by Cancer Type and 
Dose Regimen

(Full Analysis Set)

Table 14.2.5.2B Summary of Percent Change in Sum of 
Lesion Measurements by Cancer Type 
and Dose Regimen

(Full Analysis Set)

Table 14.2.6.1B KaplanMeier Summary of Progression 
Free Survival (Investigator Assessment)
by Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.2.6.2B KaplanMeier Summary of Progression 
Free Survival (Investigator Assessment)
by Cancer Type, TF Expression and Dose 
Regimen

(Full Analysis Set)

Table 14.2.6.3B KaplanMeier Summary of Progression 
Free Survival (Investigator Assessment)
by Cancer Type, ADA and Dose Regimen

(Full Analysis Set)

Table 14.2.7.1B KaplanMeier Summary of Duration of 
Response (Investigator Assessment) by 
Cancer Type, and Dose Regimen

(Full Analysis Set)

Table 14.2.7.2B KaplanMeier Summary of Duration of 
Response (Investigator Assessment) by 
Cancer Type, TF Expression and Dose 
Regimen

(Full Analysis Set)

Table 14.2.7.3B KaplanMeier Summary of Duration of 
Response (Investigator Assessment) by 
Cancer Type, ADA and Dose Regimen

(Full Analysis Set)

Table 14.2.7.4B KaplanMeier Summary of Duration of 
Response (Investigator Assessment
including Unconfirmed Response) by 
Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.2.8B Summary of CA 125 by Cancer Type and 
Dose Regimen

(Full Analysis Set)

Table 14.3.1.1.1B Overall Summary of Adverse Events by 
Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.1.2.1B Adverse Events by System Organ Class, 
Preferred Term and Cancer Type and 
Dose Regimen

(Full Analysis Set)

Table 14.3.1.2.2B



Preferred Term, Cancer Type,ADA and 
Dose Regimen

(Full Analysis Set)

Table 14.3.1.3B Adverse Events on Treatment by 
System Organ Class, Preferred Term,
Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.1.4B Adverse Events in Cycle 1 by System 
Organ Class, Preferred Term, Cancer 
Type and Dose Regimen

(Full Analysis Set)

Table 14.3.1.5.1B Serious Adverse Events by System 
Organ Class, Preferred Term, Cancer 
Type and Dose Regimen

(Full Analysis Set)

Table 14.3.1.5.2B Serious Adverse Events by System 
Organ Class, Preferred Term, Cancer 
Type, TF Expression and Dose Regimen

(Full Analysis Set)

Table 14.3.1.5.3B Serious Adverse Events by System 
Organ Class, Preferred Term, Cancer 
Type,ADA and Dose Regimen

(Full Analysis Set)

Table 14.3.1.6.1B Serious Adverse Events on Treatment 
by System Organ Class, Preferred Term,
Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.1.6.2B Serious Adverse Events on Treatment 
by System Organ Class, Preferred Term 
, Cancer Type, TF Expression and Dose 
Regimen

(Full Analysis Set)

Table 14.3.1.6.3B Serious Adverse Events on Treatment 
by System Organ Class, Preferred Term, 
Cancer Type, ADA and Dose Regimen

(Full Analysis Set)

Table 14.3.1.7.1B Grade ≥ 3 Adverse Events by System 
Organ Class, Preferred Term, Cancer 
Type and Dose Regimen

(Full Analysis Set)

Table 14.3.1.7.2B Grade ≥ 3 Adverse Events by System 
Organ Class, Preferred Term , Cancer 
Type,TF Expression and Dose Regimen

(Full Analysis Set)

Table 14.3.1.7.3B Grade ≥ 3 Adverse Events by System 
Organ Class, Preferred Term, Cancer 
Type,ADA and Dose Regimen

(Full Analysis Set)

Table 14.3.1.8B Study Treatment Related Adverse 
Events by System Organ Class, 
Preferred Term, Cancer Type and Dose 

(Full Analysis Set)



Discontinuation by System Organ Class, 
Preferred Term, Cancer Type and Dose 
Regimen

(Full Analysis Set)

Table 14.3.1.10B Infusionrelated Adverse Events by 
System Organ Class, Preferred Term,
Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.1.11B Adverse Events by System Organ Class, 
Preferred Term and CTCAE Grade,
Relationship and Dose Regimen

(Full Analysis Set)

Table 14.3.1.12B Serious Adverse Events by System 
Organ Class, Preferred Term and CTCAE 
Grade, Relationship and Dose Regimen

(Full Analysis Set)

Table 14.3.1.13B Adverse Events in Cycle 1 by System 
Organ Class, Preferred Term and CTCAE 
Grade, Relationship and Dose Regimen

(Full Analysis Set)

Table 14.3.1.14B Adverse Events of Special Interest by 
Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.1.15B Adverse Events of Special Interest by 
Category, Preferred Term and Cancer 
Type and Dose Regimen

(Full Analysis Set)

Table 14.3.1.16B Adverse Events of Special Interest in 
Cycle 1 by Category, Preferred Term, 
Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.1.17B Serious Adverse Events of Special 
Interest by Category, Preferred Term,
Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.1.18B Serious Adverse Events of Special 
Interest in Cycle 1 by Category, 
Preferred Term, Cancer Type and Dose 
Regimen

(Full Analysis Set)

Table 14.3.1.19B Adverse Events of Special Interest by 
Category, Preferred Term, Maximum 
CTCAE Grade and Dose Regimen

(Full Analysis Set)

Table 14.3.1.20B Adverse Events of Special Interest in 
Cycle 1 by Category, Preferred Term,
Maximum CTCAE Grade and Dose 
Regimen

(Full Analysis Set)

Table 14.3.1.21B Serious Adverse Events of Special 
Interest by Category, Preferred Term,

(Full Analysis Set)



Interest in Cycle 1 by Category, 
Preferred Term, Maximum CTCAE 
Grade and Dose Regimen

(Full Analysis Set)

Table 14.3.2.1B Listing of Adverse Events with Outcome 
of Death by Dose Regimen

(Full Analysis Set)

Table 14.3.2.2B Listing of Serious Adverse Events by 
Dose Regimen

(Full Analysis Set)

Table 14.3.2.3B Listing of Adverse Events Leading to 
Discontinuation by Dose Regimen

(Full Analysis Set)

Table 14.3.2.4B Listing of Adverse Events of Special 
Interest by Dose Regimen

(Full Analysis Set)

Table 14.3.4.1B Summary of Hematology Results by 
Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.4.2B Shift Summary of Hematology Results 
by Maximum CTCAE Grade, Cancer 
Type and Dose Regimen

(Full Analysis Set)

Table 14.3.4.3B Listing of Grade ≥ 3 Hematology Results
by Dose Regimen

(Full Analysis Set)

Table 14.3.4.4B Summary of Biochemistry Results by 
Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.4.5B Shift Summary of Biochemistry Results 
by Maximum CTCAE Grade, Cancer 
Type and Dose Regimen

(Full Analysis Set)

Table 14.3.4.6B Listing of Grade ≥ 3 Biochemistry 
Results by Dose Regimen

(Full Analysis Set)

Table 14.3.4.7B Summary of Coagulation Factor Results 
by Cancer Type by Dose Regimen

(Full Analysis Set)

Table 14.3.4.8B Listing of Grade ≥ 3 Coagulation Factor 
Results by Dose Regimen

(Full Analysis Set)

Table 14.3.4.9B Summary of Flow Cytometry Results by 
Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.5.1B Summary of Shifts in Serology Results 
by Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.5.2B Summary of Vital Sign Values by Cancer 
Type and Dose Regimen

(Full Analysis Set)

Table 14.3.5.3B Listing of Abnormal Vital Sign Values by 
Dose Regimen

(Full Analysis Set)

Table 14.3.5.4B



Dose Regimen
(Full Analysis Set)

Table 14.3.5.6B Listing of Abnormal Physical 
Examination Results by Dose Regimen

(Full Analysis Set)

Table 14.3.5.7B Summary of ECOG Performance Status 
by Cancer Type and Dose Regimen

(Full Analysis Set)

Table 14.3.5.8B Summary of Immunogenicity Results by 
Cancer Type and Dose Regimen

(Full Analysis Set)

FIGURES

Figure 14.1.1B Duration of Infusions by Dose Regimen (Full Analysis Set)
Figure 14.1.2B Histogram of Number of Infusions by 

Dose Regimen
(Full Analysis Set)

Figure 14.2.1.1B Plot of Mean (+/ SEM) Tisotumab 
Vedotin (HumaxTFADC) Plasma 
Concentrations versus Time on a Linear 
Scale by Dose Regimen

(PK Analysis Set)

Figure 14.2.1.2B Plot of Mean (+/ SEM) Nonconjugated 
HuMaxTF Plasma Concentrations 
versus Time on a Linear Scale by Dose 
Regimen

(PK Analysis Set)

Figure 14.2.1.3B Plot of Mean (+/ SEM) MMAE Plasma 
Concentrations versus Time on a Linear 
Scale by Dose Regimen

(PK Analysis Set)

Figure 14.2.1.4B Plot of Mean (+/ SEM) Tisotumab 
Vedotin (HumaxTFADC) Plasma 
Concentrations versus Time on a Semi
Logarithmic Scale by Dose Regimen

(PK Analysis Set)

Figure 14.2.1.5B Plot of Mean (+/ SEM) Nonconjugated 
HuMaxTF Plasma Concentrations 
versus Time on a SemiLogarithmic 
Scale by Dose Regimen

(PK Analysis Set)

Figure 14.2.1.6B Plot of Mean (+/ SEM) MMAE Plasma 
Concentrations versus Time on a Semi
Logarithmic Scale by Dose Regimen

(PK Analysis Set)

Figure 14.2.1.7B Plot of Individual Tisotumab Vedotin 
(HumaxTFADC) Plasma 
Concentrations versus Time on a Linear 
Scale

(PK Analysis Set)

Figure 14.2.1.8B 



Concentrations versus Time on a Linear 
Scale

(PK Analysis Set)

Figure 14.2.1.10B Plot of Individual Tisotumab Vedotin 
(HumaxTFADC) Plasma 
Concentrations versus Time on a Semi
Logarithmic Scale

(PK Analysis Set)

Figure 14.2.1.11B Plot of Individual Nonconjugated 
HuMaxTF Plasma Concentrations 
versus Time on a SemiLogarithmic 
Scale

(PK Analysis Set)

Figure 14.2.1.12B Plot of Individual MMAE Plasma 
Concentrations versus Time on a Semi
Logarithmic Scale

(PK Analysis Set)

Figure 14.2.1.13B Plot of Mean (+/ SEM) Tisotumab 
Vedotin (HumaxTFADC) Plasma 
Concentrations versus Time by ADA 
results(positive/nonpositive) and Dose 
Regimen

(PK Analysis Set)

Figure 14.2.1.14B Plot of mean (+/ SEM) predose Non
conjugated HuMaxTF Plasma 
Concentrations versus Time by ADA 
results (positive/nonpositive) and Dose 
Regimen

(PK Analysis Set)

Figure 14.2.1.15B Plot of mean (+/ SEM) predose MMAE 
Plasma Concentrations versus Time by 
ADA results (positive/nonpositive) and 
Dose Regimen

(PK Analysis Set)

Figure 14.2.1.16B Plot of Cmax versus Dose by Cycle and 
Dose Regimen

(PK Analysis Set)

Figure 14.2.1.17B Plot of Cmax versus Dose and ADA by 
Cycle and Dose Regimen

(PK Analysis Set)

Figure 14.2.2.1B Best Change in Sum of Lesion 
Measurement by Dose Regimen

(Full Analysis Set)

Figure 14.2.2.2B Best Percent Change in Sum of Lesion 
Measurement by Dose Regimen

(Full Analysis Set)

Figure 14.2.2.3B Best change in Sum of Lesion 
Measurement by ADA result 
(positive/negative) and Dose Regimen

(Full Analysis Set)

Figure 14.2.3.1B Best Change in CA 125 by Dose (Full Analysis Set)



Regimen
(Full Analysis Set)

Figure 14.2.3.3B Plot of Individual CA 125 Values Over 
Time by Dose Regimen

(Full Analysis Set)

Figure 14.2.3.4B Plot of Percent Change from Baseline 
for Individual CA 125 Values Over Time
by Dose Regimen

(Full Analysis Set)

Figure 14.2.4B KaplanMeier Plot of PFS (Investigator 
Assessment) by Dose Regimen

(Full Analysis Set)

Figure 14.2.5B KaplanMeier Plot of Duration of 
Response (Investigator Assessment) by 
Dose Regimen

(Full Analysis Set)

Figure 14.2.6B Swimlane Plot by Cancer Type and 
Dosing Regimen

(Full Analysis Set)

Figure 14.3.1.1B Bar Chart of Most Intense Adverse 
Events by Cycle by Dose Regimen

(Full Analysis Set)

Figure 14.3.1.2B Bar Chart of Adverse Events(CTCAE 
grade ≥ 3) by ADA results (positive/non
positive) and Dose Regimen

(Full Analysis Set)

Figure 14.3.2B Intensity and Duration of Skin Rash by 
Cancer Type and Dose Regimen

(Full Analysis Set)

Figure 14.3.3.1B Intensity and Duration of Bleeding by 
Cancer Type and Dose Regimen

(Full Analysis Set)

Figure 14.3.4B Intensity and Duration of Peripheral 
Neuropathy by Cancer Type and Dose 
Regimen

(Full Analysis Set)

Figure 14.3.5B Intensity and Duration of 
Ophthalmology Adverse Events by 
Cancer Type and Dose Regimen

(Full Analysis Set)

Figure 14.3.6B Plots of Mean Laboratory Values over 
Time by Cancer Type and Dose Regimen

(Full Analysis Set)

Figure 14.3.7B Plots of Individual Laboratory Values 
over Time by Cancer Type and Dose 
Regimen

(Full Analysis Set)

LISTINGS

Listing 16.2.1.1B Withdrawal from/Completion of Study
by Dose Regimen

(All Enrolled Patients)

Listing 16.2.1.2B



Regimen
(All Enrolled Patients)

Listing 16.2.3B Patient Populations by Dose Regimen (All Enrolled Patients)
Listing 16.2.4.1.1B Demographic and Baseline Data by 

Dose Regimen
(Full Analysis Set)

Listing 16.2.4.1.2B Demographic and Baseline Data by TF 
Expression and Dose Regimen

(Full Analysis Set)

Listing 16.2.4.1.3B Demographic and Baseline Data by ADA
and Dose Regimen

(Full Analysis Set)

Listing 16.2.4.2B General Medical History by Dose 
Regimen

(Full Analysis Set)

Listing 16.2.4.3B Primary Disease History by Dose 
Regimen

(Full Analysis Set)

Listing 16.2.4.4B Tumor Biopsy by Dose Regimen (Full Analysis Set)
Listing 16.2.4.5B Tumor Biopsy Results by Dose Regimen (Full Analysis Set)
Listing 16.2.4.6B Peripheral Neuropathy History by Dose 

Regimen
(Full Analysis Set)

Listing 16.2.4.7B Prior Cancer Therapies by Dose 
Regimen

(Full Analysis Set)

Listing 16.2.4.8B Prior and Concomitant Medications by 
Dose Regimen

(Full Analysis Set)

Listing 16.2.4.9B Medical Ophthalmological History by 
Dose Regimen

(Full Analysis Set)

Listing 16.2.4.10B Demographics Histology and 
Histological Grade by Dose Regimen

(Full Analysis Set)

Listing 16.2.5.1.1B Preinfusion Medication by Dose 
Regimen

(Full Analysis Set)

Listing 16.2.5.1.2B Study Drug Administration by Dose 
Regimen

(Full Analysis Set)

Listing 16.2.5.2B Exposure to Study Drug by Dose 
Regimen

(Full Analysis Set)

Listing 16.2.5.3B Individual Tisotumab Vedotin (Humax
TFADC) and MMAE Plasma 
Concentrations by Dose Regimen

(PK Analysis Set)

Listing 16.2.5.4B Tisotumab Vedotin (HumaxTFADC)
Plasma Pharmacokinetic Parameters by 
Dose Regimen

(PK Analysis Set)

Listing 16.2.5.5B Nonconjugated HuMaxTF Plasma (PK Analysis Set)



Parameters by Dose Regimen
(PK Analysis Set)

Listing 16.2.6.1B Target, NonTarget and New Lesion 
Assessment by Dose Regimen

(Full Analysis Set)

Listing 16.2.6.2B Response Data by Dose Regimen (Full Analysis Set)
Listing 16.2.6.3B Best Overall Response Data by Dose 

Regimen
(Full Analysis Set)

Listing 16.2.6.4B Progression Free Survival and Duration 
of Response by Dose Regimen

(Full Analysis Set)

Listing 16.2.6.5B New AntiCancer Treatment by Dose 
Regimen

(Full Analysis Set)

Listing 16.2.6.6B CA 125 Levels by Dose Regimen (Full Analysis Set)
Listing 16.2.6.7B Soluble Tissue Factor Levels by Dose 

Regimen
(Full Analysis Set)

Listing 16.2.7.1B Adverse Event Listing by Dose Regimen (Full Analysis Set)
Listing 16.2.7.2B Adverse Events Sorted by Preferred 

Term and Dose Regimen
(Full Analysis Set)

Listing 16.2.7.3B Listing of Study Treatment Related 
Adverse Events by Dose Regimen

(Full Analysis Set)

Listing 16.2.7.4B Listing of Adverse Events with Grade 
>=3 by Dose Regimen

(Full Analysis Set)

Listing 16.2.7.5B Listing of Adverse Events Occurring in 
Cycle 1 by Dose Regimen

(Full Analysis Set)

Listing 16.2.7.6B Listing of Adverse Events Leading to 
Dose Interruption by Dose Regimen

(Full Analysis Set)

Listing 16.2.7.7B Bleeding, Neuropathy and Skin 
Assessments by Dose Regimen

(Full Analysis Set)

Listing 16.2.8.1B Hematology Results and Change from 
Baseline by Dose Regimen

(Full Analysis Set)

Listing 16.2.8.2B Biochemistry Results and Change from 
Baseline by Dose Regimen

(Full Analysis Set)

Listing 16.2.8.3B Coagulation Factor Results and Change 
from Baseline by Dose Regimen

(Full Analysis Set)

Listing 16.2.8.4B Flow Cytometry Results and Change 
from Baseline by Dose Regimen

(Full Analysis Set)

Listing 16.2.8.5B Serology Results by Dose Regimen (Full Analysis Set)
Listing 16.2.8.6B Immunogenicity Results and Change 

from Baseline by Dose Regimen
(Full Analysis Set)

Listing 16.2.8.7B



Regimen
(Full Analysis Set)

Listing 16.2.8.10B Physical Examination by Dose Regimen (Full Analysis Set)
Listing 16.2.8.11B Tumor Marker (CfDNA) by Dose 

Regimen
(Full Analysis Set)

Listing 16.2.8.12aB Ophthalmology – Visual Acuity by Dose 
Regimen

(Full Analysis Set)

Listing 16.2.8.12bB Ophthalmology – Schirmer’s Tear Test
by Dose Regimen

(Full Analysis Set)

Listing 16.2.8.12cB Ophthalmology – SLIT Lamp 
(Conjunctival Hyperemia) by Dose 
Regimen

(Full Analysis Set)

Listing 16.2.8.12dB Ophthalmology – SLIT Lamp 
(Conjunctival Staining) by Dose 
Regimen

(Full Analysis Set)

Listing 16.2.8.12eB Ophthalmology – SLIT Lamp (Cornea 
Staining) by Dose Regimen

(Full Analysis Set)

Listing 16.2.8.12fB Ophthalmology – Intraocular Pressure 
and Fundoscopy by Dose Regimen

(Full Analysis Set)

Listing 16.2.8.12gB Ophthalmology – Overall by Dose 
Regimen

(Full Analysis Set)

Listing 16.2.8.13B Vital Signs by Dose Regimen (Full Analysis Set)
Listing 16.2.8.14B ECG – Investigator Assessment by Dose 

Regimen
(Full Analysis Set)Listing	16.2.8.15B ECG – Central Reading by Dose 

Regimen
(Full Analysis Set)Listing	16.2.8.16B ECOG Assessment by Dose Regimen (Full Analysis Set)

Supportive SAS Output Appendices

Appendix 16.1.9.1B KaplanMeier Analysis of Progression 
Free Survival (Investigator Assessment)
by Cancer Type and Dose Regimen

(Full Analysis Set)

Appendix 16.1.9.2B KaplanMeier Analysis of Progression 
Free Survival (Investigator Assessment)
by Cancer Type, TF Expression and Dose 
Regimen

(Full Analysis Set)

Appendix 16.1.9.3B KaplanMeier Analysis of Progression 
Free Survival (Investigator Assessment)

(Full Analysis Set)



Response (Investigator Assessment) by 
Cancer Type and Dose Regimen

(Full Analysis Set)

Appendix 16.1.9.5B KaplanMeier Analysis of Duration of 
Response (Investigator Assessment) by 
Cancer Type, TF Expression and Dose 
Regimen

(Full Analysis Set)

Appendix 16.1.9.6B KaplanMeier Analysis of Duration of 
Response (Investigator Assessment) by 
Cancer Type, ADA and Dose Regimen

(Full Analysis Set)
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